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been established of the requirement for
premarket approval. See §876.3.

[48 FR 53023, Nov. 23, 1983, as amended at 52
FR 17738, May 11, 1987]

§876.5880 Isolated kidney perfusion
and transport system and acces-
sories.

(a) Identification. An isolated kidney
perfusion and transport system and
accesssories is a device that is used to
support a donated or a cadaver kidney
and to maintain the organ in a near-
normal physiologic state until it is
transplanted into a recipient patient.
This generic type of device may in-
clude tubing, catheters, connectors, an
ice storage or freezing container with
or without bag or preservatives,
pulsatile or nonpulsatile hypothermic
isolated organ perfusion apparatus
with or without oxygenator, and dis-
posable perfusion set.

(b) Classification. Class II (perform-
ance standards).

§876.5885 Tissue culture media for
human ex vivo tissue and cell cul-
ture processing applications.

(a) Identification. Tissue culture
media for human ex vivo tissue and cell
culture processing applications consist
of cell and tissue culture media and
components that are composed of
chemically defined components (e.g.,
amino acids, vitamins, inorganic salts)
that are essential for the ex vivo devel-
opment, survival, and maintenance of
tissues and cells of human origin. The
solutions are indicated for use in
human ex vivo tissue and cell culture
processing applications.

(b) Classification. Class II (special
controls): FDA guidance document,
“Class II Special Controls Guidance
Document: Tissue Culture Media for
Human Ex Vivo Processing Applica-
tions; Final Guidance for Industry and
FDA Reviewers.”

[66 FR 27025, May 16, 2001]

§876.5895 Ostomy irrigator.

(a) Identification. An ostomy irrigator
is a device that consists of a container
for fluid, tubing with a cone-shaped tip
or a soft and flexible catheter with a
retention shield and that is used to
wash out the colon through a colos-

§876.5920

tomy, a surgically created opening of
the colon on the surface of the body.

(b) Classification. Class II (perform-
ance standards).

§876.5900 Ostomy pouch and acces-
sories.

(a) Identification. An ostomy pouch
and accessories is a device that con-
sists of a bag that is attached to the
patient’s skin by an adhesive material
and that is intended for use as a recep-
tacle for collection of fecal material or
urine following an ileostomy, colos-
tomy, or ureterostomy (a surgically
created opening of the small intestine,
large intestine, or the ureter on the
surface of the body). This generic type
of device and its accessories includes
the ostomy pouch, ostomy adhesive,
the disposable colostomy appliance,
ostomy collector, colostomy pouch,
urinary ileostomy bag, urine collecting
ureterostomy bag, ostomy drainage
bag with adhesive, stomal bag, ostomy
protector, and the ostomy size selector,
but excludes ostomy pouches which in-
corporate arsenic-containing com-
pounds.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §876.9.

[48 FR 53023, Nov. 23, 1983, as amended at 54
FR 25050, June 12, 1989; 66 FR 38802, July 25,
2001]

§876.5920 Protective garment for in-
continence.

(a) Identification. A protective gar-
ment for incontinence is a device that
consists of absorbent padding and a
fluid barrier and that is intended to
protect an incontinent patient’s gar-
ment from the patient’s excreta. This
generic type of device does not include
diapers for infants.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §876.9. The
device is also exempt from the current
good manufacturing practice require-
ments of the quality system regulation
in part 820 of this chapter, with the ex-
ception of §820.180, regarding general
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